


FOREWORD

Federal food safety requlation, the responsibility of
several agencies, is a complex system of laws enacted over a
period of almost 80 years to address specific needs. The
Congress and the administration have been considering amendments
~o food safety statutes, but because the U.S. food supply is
changing from staple foods to highly processed foods and real
Federal dollars going to food safety programs are declining, the
ability of food requlation programs to efficiently and effec-
tively protect the U.S. public may be diminished in the future.

We made this study to assist policymakers in analyzing the
need for food regqulation changes by synthesizing material from
past studies by congressional committees, a presidential proj-
ect, congressional agencies, other study groups, and GAO, pub-
lished between 1972 and 1981. 1In addition, we performed work at
the Food Safety and Inspection Service, U.S. Department of Agri-
culture; the Food and Drug Administration, U.S. Department of
Health and Human Services; and the Environmental Protection
Agency to determine if these agencies had acted on past recom-
mendations. The study provides an overview of food safety regu-
lation problems jidentified by GAO and other groups and catalogs
major Federal food safety programs and their costs. It dis-
cusses past recommendations for statutory, organizational, and
administrative changes by GAO and others and what, if any,
changes resulted., Issues that remain to be addressed are also
presented.
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STUDY BY THE STAFF OF THE MONITORING AND ENFORCING
U.S. GENERAL ACCOUNTING OFFICE FOOD SAFETY--AN OVERVIEW

OF PAST STUDIES
DIGEST

Studies of food safety regulation by GAO and
others published between 1972 and 1981 found that
improvements could be made both in authorizing
legislation and in program administration.
Responsible Federal agencies have made some
improvements, but issues remain to be addressed if
Federal programs are to keep pace with the chang-
ing nature of the U.S. food supply and declining
real Federal dollars going to food safety
programs.

U.S. consumers rely on an array of federally
administered programs to assure the safety of a
food supply that increasingly consists of complex
factory-produced foods. Although immediate deaths
or illnesses directly related to consuming adul-
terated food are rare, long-term cumulative
effects of food contamination--by toxic chemicals,
for example--on health are unknown. While it is
generally believed that Federal food regqulation
provides adequate public protection, past studies
showed the Federal requlatory process is not work-
ing as well as it could.

GAO conducted this study to bring together the
views of past studies by groups outside GAO about
needed food safety statutory and organizational
changes (see ch. 2), as well as to provide an
overview of past GAO reports on food safety pro-
gram administration and to update the status of
agencies' program improvements (see ch. 3). The
study also presents issues that remain to be
addressed. (See ch. 4.)

THE FEDERAL FOOD
REGULATORY STRUCTURE

The major Federal agencies involved in requlating
the safety of U.S.-produced and imported food are
the U.S. Department of Agriculture's (USDA's) Food
Safety and Inspection Service and the Department
of Health and Human Services' Pood and Drug
Administration (FDA). The Environmental Protec-
tion Agency requlates pesticides which can contam-
inate food. Those agencies estimated that pro-
grams related to food safety would cost approxi-
mately $436 million and 12,500 staff years in
fiscal year 1982.
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Real food safety program dollars have
declined. Between fiscal year 1977, when the
Congressional Research Service catalogued USDA
and FDA costs, and fiscal year 1982, real
dollars devoted to most programs dropped--in
some FDA programs by over 25 percent, (See
app. II, p. 68.)

The agencies administer programs that

-~get standards for what processed food should
contain;

--approve additives, animal drugs, or pesti-
cides before their marketing or use;

--set tolerances or levels for acceptable
amounts of chemical residues in food;

-~-inspect food and food producing facilities
including testing food for illegal residues;

--determine what information food labels
should contain and what packaging is
acceptable; and

--monitor State and 1local inspection and
enforcement programs,

PAST STUDIES IDENTIFIED OPPORTUNITIES TO
IMPROVE THE OVERALL REGULATORY PROCESS

Federal food safety requlation is complex.
The food regulation process was characterized
in 1977 by the Senate Committee on Govern-
mental Affairs as often duplicative, sometimes
contradictory, undeniably costly, and unduly
complex, Over the years, the overall food
regulation process has been studied by con-
gressional committees, a presidential project,
congressional agencies, and other groups out-
side of GAO.

Changes suggested by past study groups to cor-~
rect problems in Federal food regulation
included consolidating programs in one agency,
amending food regulation statutes to make them
consistent and to increase agencies' authori-
ties, and increasing the use .of interagency
agreements and standing interagency coordinat-
ing committees, (See p. 16.)

Legislative changes to the Federal Food, Drug,
and Cosmetic Act of 1938, the Federal Meat
Inspection Act, and the Poultry and Egg Prod-
ucts Inspection Acts were discussed during
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the 97th Congress. The changes, among other
things, provided for risk assessment of sub-
stances added to foods. The Reagan adminis-
tration's Subcabinet Council Working Group on
Pood safety also suggested changes targeted at
increasing the credibility, consistency, and
efficiency of Federal food regqulation. (See
p. 20.)

To date, organizational or legislative changes
responding to study recommendations have not
been made, although the agencies have taken
some steps to address specific problems.
Recent proposals by the Congress and the
administration to amend food safety statutes
have not addressed all issues raised in past
studies, such as inconsistent monitoring and
enforcement authorities, (See p. 18.,)

GAQO IDENTIFIED OPPORTUNITIES TO
IMPROVE PROGRAM ADMINISTRATION

Both USDA and FDA have experienced problems in
preventing public distribution of adulterated
food. GAO found that many times agencies did
not

--have sufficient data to identify their requ-
latory s8cope or «critical problem areas
requiring attention (see p. 27),

--manage agency staff efficiently and effec-
tively (see p. 36),

--investigate violators' corrective action
effectively, and

--have criteria to quide decisions about pro-
ceeding with enforcement against violators.
(See p. 40.)

Agencies' efforts to improve food regulation
have been constrained in the past by scien-
tific considerations such as the slow develop-
ment of adequate methods off analyzing residues
in food, and by the lack of good industry
quality-assurance practices. (See p. S51.)

Although the agencies have made some changes
in food safety program administration which
GAO recommended in the past, the following
issues remain to be addressed:

--How adequate are food regulatory agencies'
management data systems? Recommendations
calling for improved data have been met in
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some cases by agency resistance when the
data have been costly to obtain and are
viewed by management as being of little
importance to certain programs.

--How well are food regulatory agencies man-
aging their staffs? GAO's followup suggests
continuing problems with staff shortages and
inefficient procedures.

--How well are agencies following up on repeat
violators? Agencies have paid attention to
the need for better recordkeeping, but
tracking the source of problems remains
difficult and interagency coordination
remains complex.

-~-How effective are existing enforcement
options in obtaining corrective action or
deterring violations? Agencies still pursue
the mildest enforcement options, and
evidence exists of growing reliance on food
industry volunteerism because of Federal
resource constraints and changing regulatory
philosophies,
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CHAPTER 1

INTRODUCTION

Although it is generally recognized that the U.S. food supply
is one of the world's safest and that Federal food safety requla-
tion provides adequate public protection, the Congress and the
administration are considering changes to food safety statutes
targeted at increasing regulatory credibility, consistency, and
efficiency.

We and other study groups in the past have identified the
need for improving food safety regulation. Food production and
marketing are growing in technological complexity. At the same
time, real Federal dollars devoted to food safety regulation are
declining. These forces may limit the ability of Federal food
safety regulation to continue to adequately protect the U.S. pub-
lic. For that reason, we conducted this study to bring together
the views of past studies about needed food safety changes, as
well as to provide an overview of our past food safety reports.
The study defines an agenda of issues which merit further
exploration,

FOOD PRODUCTION INCREASINGLY COMPLEX

The first major Federal laws designed to regulate food adul-
terationl were enacted in 1906. At that time, the production and
marketing of food were relatively simple. People bought food pro-
duced and sold by a local farmer, or from a local commercial food
handler. Food processing, such as smoking meat or canning pro-
duce, was still done in the home. As food processing increasingly
was transferred to the factory and food was shipped to market for
longer distances, the nature of the food sold changed from staple
foods to factory~-processed ones. Manufacturers relied on the
addition of chemical preservatives and colors to retain and simu-
late freshness, prolonging the food's shelf-life. New products
proliferated, particularly after World War II. In 1969, for the
first time, the dollar volume. sales of processed food exceeded
those of unprocessed foods,

Since World War II, farm products increasingly have been
processed, fortified, and otherwise commercially converted into
food products. About 60 percent of food products' supermarket
cost comes from processing.

THE FEDERAL FOOD REGULATORY STRUCTURE

Food industry analysts assert that the future holds increas-
ing food production complexity. Federal efforts to ensure safe
food must prove equal to the challenge of sophisticated food

ladulterated food is food that is unsafe, filthy, unfit for food,
or debased by inferior substitutes or by other means.

1



processing technology. The Federal Government is involved in food
regulation through programs that

--get standards for what processed foods should contain;

--approve additives, animals drugs, or pesticides before
their marketing or use;

--set tolerances or levels for acceptable amounts of
chemical residues in food;

-~inspect food and food producing facilities, including
testing food for illegal residues;

-~determine what information labels should contain and
what packaging is acceptable; and

--monitor State and local inspection programs for food
retail and service establishments.

Government food regulation has three different purposes:

(n

(2)

(3)

To regulate economic aspects of food marketing,
such as substitution of cheaper ingredients, like water
for milk, or labeling for contents,

To regulate the esthetic quality of food, such as
preventing use of filthy raw materials like insect-
infested wheat for flour production or filth from
dirty machinery.

To regulate food safety so that foods consumed do
not endanger the public health.

The major agencies involved in regulating the U.S. food sup-
pPly are the Department of Agriculture's (USDA's) Pood Safety and
Inspection Service (FSIS), under the Federal Meat Inspection Act
(21 U.S.C. 601 et seq.) and the Poultry Products Inspection Act
(21 U.S.C. 451 et §§9°)’ and the Food and Drug Administration

o

(FDA), Department

Health and Human Services (HHS), under the

Federal Food, Drug, and Cosmetic Act (21 U.S.C. 301 et seq.) and



the Public Health Service Act (42 U.S.C. 201 et ggg.).z The
Environmental Protection Agency (EPA) also affects food requlation
under the Pederal Insecticide, Fungicide, and Rodenticide Act (7
U.S.C. 136 et seg.) and the Toxic Substances Control Act (15
U.S.C. 2601 et seq.).

In fiscal year 1982, those agencies estimated that programs
related to food safety would cost approximately 12,500 staff years
and $436 million. Appendix I contains information, by agency, on
food regulatory programs and estimated costs for fiscal year
1982. Appendix Il contains information, by program, about how
food safety program dollars have changed since fiscal year 1977,
when the Congressional Research Service catalogqued program
costs.3 Real dollars devoted to food safety programs generally
have fallen by over 25 percent in most programs. FDA program
budgets appear to have been affected by budget constraints more
than USDA program budgets have.

USDA food requlation activities

Meat and poultry inspection

USDA's meat and poultry inspection programs, currently
administered by FSIS, are the largest Federal food safety programs
in terms of required resources. In fiscal year 1982, USDA allo-
cated 9,324 positions and $308 million to these efforts, which
represents 97 percent of its funds committed to food regulation.
As of December 1982, FSIS was responsible for inspecting 543
slaughter plants, 5,127 processing plants, and 1,534 combination
slaughter and processing plants.

The Federal Meat Inspection Act (21 U.S.C. 601 et seq.) and
the Poultry Products Inspection Act (21 U.S.C. 451 et seq.)
require the Secretary of Agriculture to inspect the slaughter of
livestock and poultry and the processing of meat and poultry prod-
ucts shipped interstate or to foreign markets. The primary objec-
tive of these laws is to ensure that meat and poultry products

2yarious agencies in USDA have been responsible for meat and
poultry inspection activities over the years. These have
included the Consumer and Marketing Service established in Feb.
1965; the Animal and Plant Health Inspection Service established
in Apr. 1972; the Food Safety and Quality Service established in
Mar. 1977; and effective June 17, 1981, FSIS. We will refer to
the agency in this report by its current name, FSIS. In May 1980
the Department of Health, Education and Welfare was abolished and
FDA became part of the new Department of Health and Human Serv-
ices, We will use HHS throughout this report to denote FDA's
parent organization.

3"pPood Testing and Inspection Programs of the U.S. Department of
Agriculture and the Food and Drug Administration," Congressional
Research Service, June 6, 1977.



distributed to consumers are produced under sanitary conditions,
are wholesome, are not adulterated, and are properly marked,
labeled, and packaged. Plant managers are primarily responsible
for meeting these requirements. To do business, plants subject to
the acts must first receive approval from FSIS that the plants'
facilities, equipment, and operating procedures meet inspection
program requirements.

FSIS may detain products suspected of being contaminated or
condemn adulterated products. It may also withdraw or suspend
ingspection in cases where unsanitary conditions result in an adul-
terated product, the plant fails to destroy condemned products, or
plant personnel assault or intimidate inspectors. Because plants
cannot operate without inspection, withdrawals of inspection are
severe actions which are costly to the plants.

The Meat Act requires inspection before slaughter of each
animal, whereas the Poultry Act requires ante-mortem inspection
only to the extent considered necessary by the Secretary of Agri-
culture. Both acts require inspection of each carcass after
slaughter. The Meat Act also requires inspection of all processed
meat products prepared for commerce. The Poultry Act authorizes,
but does not require, inspection of all processed poultry prod-
ucts. The acts do not prescribe the specific method or frequency
of processing inspection, but all products are subject to inspec-
tion as often as deemed necessary.

USDA has determined that, to achieve the degree of control
and supervision intended by the Meat and Poultry Acts, most proc-
essing plants need to be inspected at least daily, even though an
inspector may spend only a few hours each day at a plant.

Although FDA has primary responsibility for approving the use
of substances identified as food additives, such as chemical pre-
servatives, USDA has the additional responsibility to determine
whether an FDA-approved additive may be used in meat and poultry
products. This responsibility includes (1) determining that the
approved additive will serve a useful purpose and (2) establishing
a minimum amount of the additive necessary to achieve that pur-
pose. USDA also restricts and monitors the use of approved addi-
tives to assure that requirements for safe use are met.

FSIS meat and poultry inspection programs include a residue
testing and evaluation program. Meat and poultry products which



contain residues at levels above tolerances or action levels4

set by EPA or FDA, under programs discussed below, are considered
adulterated. PSIS laboratories provide laboratory services for
sample analysis,

If the laboratory analysis indicates that residues are pres-
ent in raw meat or poultry at levels in excess of tolerance, USDA
refers the case to FDA for investigation. If illegal pesticide
residues are found, the case is also referred to EPA. FDA an+{ EPA
inspectors investigate at the grower level to determine the c.use
of the residue problem and to take regulatory action, if
warranted.

FDA food requlation activities

Food processing inspection

The Federal Food, Drug, and Cosmetic Act (PFDCA) (21 U.S.C.
301 et seq.) gives FDA regulatory authority over foods that are
received or shipped in interstate commerce, except for meat and
poultry products which are subject to USDA continuous inspection.
FDA and USDA share jurisdiction over eggs and egg products., Under
FFDCA, the manufacturer has prime responsibility for assuring that
food is not adulterated.

As of October 1, 1982, FDA's active inventory of food
establishments subject to inspection included about 64,000 food-
processing glants, storage facilities, and repacking and relabel-
ing plants. In fiscal year 1982, FDA planned to devote 960
staff years to food sanitation and gquality control at a cost of
$38 million.

when adulterated products or unsanitary plant conditions that
may cause adulteration are found, FDA can initiate one or more of
the following legal actions through the Department of Justice:

4p tolerance specifies the level of a contaminant that will make
a food adulterated. Tolerances are adopted through prescribed
formal rulemaking procedures and any factual determinations

will be sustained on review if supported by substantial evidence
in the rulemaking record. An action level is an informal judg-
ment about the level of a contaminant to which consumers may be
safely exposed. It is an administrative guideline denoting when
regqulatory enforcement action will be initiated.

SFor planning purposes, FDA has categorized its inventory of

food establishments as active, inactive, or auxiliary. 1Inactive
establishments are those not in operation during specific
periods, such as fruit canneries which close after the harvest
season. Auxiliary establishments are those which are out of
business, are no longer engaged in activities subject to FDA
inspection, have moved outside one FDA district's boundaries, or
are only marginally regulated.



--Prosecute an individual who violates provisions of
FPDCA.

--Enjoin a plant or individual to perform or not perform
some act,

--Seize any food that is adulterated or misbranded when
introduced into, or while in, interstate commerce.

For minor infractions, FDA can issue to the violator a written
notice or warning to correct the conditions. Also, although
recall is not specifically provided for under FFDCA, FDA permits
firms to voluntarily recall products alleged to be in violation of
the act. FDA may also request firms to recall products.

FDA inspects food plants on a random, unannounced basis. The
frequency of FDA's inspections depends on a plant's past record of
compliance and the hazards related to the processing activity.
Plants producing high-risk foods, such as low-acid canned foods,
may be inspected about once a year, whereas plants producing low-
risk foods, such as breakfast cereals, may be inspected less fre-
quently. On the average, FDA planned to inspect food-processing
plants once every 5 to 6 years in 1982, compared to once every 6
to 7 years in 1977.

Requlation of imported foods

FDA, assisted by the U.S. Customs Service, is also responsi-
ble for ensuring the safety of foods imported into the United
States, except for foods falling under USDA jurisdiction. Under
FFDCA, FDA ensures that imported products subject to its
regulation

-~have not been manufactured, processed, or packed under
unsanitary conditions;

--are not restricted for sale in the country in which they
were produced or from which they were exported; or

--are not otherwise adulterated or misbranded,
Foods must be safe, pure, and wholesome. In addition, the mis-
branding provisions of the act require that products be accurately
labeled.

Regulation of additives, animal
drugs, and contaminants

FDA also is responsible for regulating food and color addi-
tives, animal drugs, and environmental and chemical contaminants
and enforcing pesticide tolerances set by EPA. These substances
may appear in food by direct or indirect addition. 1In fiscal year
1982, FDA planned to expend 853 staff years and $34 million on
food additive and chemical contaminant regulation and 407 staff



years and S$18 million on programs related to the safety of
animal-derived human food. (See app. I, P. 59.)

FDA ensures that chemical residues in food (other than meat,
poultry, and egg products, which are USDA requlated) and animal
feed are within safe levels. It also regulates the use of animal
drugs and intentional additives in food by approving their use
before they are marketed and sets tolerances or action levels for
contaminants that are unavoidably present in food or feeds.

FDA's Bureau of Foods is responsible for developing regula-
tions, performing safety evaluations, and administering other pro-
visions of FFDCA relating to food additives and other substances
used in food.

FDA's Bureau of Veterinary Medicine is responsible for
reviewing applications which are submitted to demonstrate the
safety and effectiveness of new animal drugs., The Bureau also
reviews data submitted by animal drug sponsors to demonstrate the
safety of any drug-related residues in food,

EPA requlation of pesticides and toxic substances

EPA regulates pesticides and toxic substances which may con-
taminate food.® The legal authorities for pesticide regulation
within the United States are the Federal Insecticide, Fungicide,
and Rodenticide Act (7 U.S.C. 136 et seq.) and FFDCA. EPA (1)
registers pesticides for distribution, sale, and use in the United
States and cancels the registration of or otherwise requlates
pesticides that the Administrator concludes cause unreasonable
adverse effects on the environment and (2) sets tolerances for
levels of pesticides that might remain in food, feed, and live-
stock from intentional use. EPA may establish a withdrawal period
during which time the pesticide may not be administered.

A pesticide produced solely for export is not required to be
registered with EPA and may be exported regardless of its U.S.
regqulatory status or the appropriateness of its intended use.
Under FFDCA, any food product containing residues of a pesticide
for which a tolerance has not been established or containing resi-
dues in excess of established tolerances is adulterated. 1If a
pesticide remains in or on food, FFDCA requires that pesticide
manufacturers, or other petitioners, apply to EPA for a
tolerance-~-the maximum residue allowed in or on food for that
pesticide.

The task of enforcing tolerances--usually by sampling food--
belongs to FDA and USDA. FDA enforces tolerances on general food
commodities and USDA handles meat, poultry, and egg products.

6EPA sets tolerances for pesticide residues in food; FDA and USDA
enforce the tolerances. The presence of most toxic substances
as environmental food contaminants is regulated by USDA or FDA.
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